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DETAILED ACTION 
Response to Amendment 
The declaration under 37 CFR 1.132 filed 09/15/2005 is insufficient to overcome the 
rejection of claim 1 1 (now cancelled and incorporated into amended claim 1) based upon Park et 
al in view of D'Ussel as set forth in the last OfiFice action because: Park teaches a microneedle 
device and D'Ussel teaches a method of making needles of sugar. Furthermore D'Ussel 
discloses that needle tips made of sugar, it would be obvious to one having ordinary skill in the 
art at the time of invention by applicant to form the rest of the needle of sugar. 

Claim Rejections - 35 USC §103 
The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 1-5, 7-10, 14-16 and 10-30, 33-35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Park et al (Pub. No.: US 2002/0082543 Al) in view of D'Ussel (Pub. No.: US 
20040010237 Al). As to Claim 1, Park describes an applicator for applying functional 
substances into human skin, comprising: a base, a plurality of microneedles fixed to the base and 
projecting therefrom a distance sufficient to penetrate into the skin, the microneedles being made 
of a material that is capable of disintegration and dispersion into the skin, and a functional 
substance carried by the microneedles for delivery by the microneedles into the skin. (See 
Figure 5). Park describes an applicator for applying functional substances into human skin as 
mentioned above. Park fails to disclose that the needle material is substantially sugars, which 
dissolve in the human body. D'Ussel describes a needle made substantially of sugars that 
dissolves within the human body. (See Page 1 Paragraph 14). It would have been obvious to 
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one of ordinary skill in the art at the time of invention by the applicant to modify the applicator 
for applying functional substances into human skin with the sugar needle of D'Ussel in order to 
make a more biodegradable needle of the type disclosed by D'Ussel. 

Similarly Park describes in Claim 2, as an applicator as described above, and further 
characterized by having the functional substance distributed in the material of the microneedles. 
(See Page 3 paragraph 0046). 

Moreover as to Claim 3, Park describes that the functional substance is distributed 
homogeneously throughout the microneedles. (See Column 3 paragraph 0046). 

In addition, as to Claim 4, Park recites that the functional substance is encapsulated in the 
microneedles. (See Page 3 Paragraph 0045). 

Furthermore, as to Claim 5, Park teaches that the base and microneedles are integrally 
molded from the same material. (See Page 3 Paragraph 0040). 

Also, as to Claim 7, Park discloses that the microneedles are generally cone shaped. (See 
Figure 5). 

Similarly, as to Claims 8, 9 and 10, Park describes that the microneedles may be square, 
polygonal or elliptical in cross-section. (See Page 4 Paragraph 0054). 

Furthermore, as to Claim 14, Park discloses that the microneedles have tips that are knife- 
shaped. (See Figure 5). 

In addition, as to Claim 15, Park discloses that the microneedles contain microcontainers 
containing a functional substance, and the microcontainer is contained within the microneedle. 
(See Figure 3). 
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Moreover, as to Claim 16 and 34, Park discloses that the microneedles are formed with 
barbed tips and the microcontainers are disposed in the barbed tips. (See Figure 3). 

Also as to Claim 19, Park discloses that the microneedles project from said base a 
distance sufficient to penetrate the stratum comeum. (See Page 9 Paragraph 0119). 

Furthermore, as to Claim 20 Park teaches that the microneedles project approximately 0.5 
to 500|im from the base. (See Page 5 Paragraphs 0057-0059). 

Similarly, as to Claims 21,22, 23, 24 and 32 Park describes that the microneedles are 
generally cone shaped, (See Figure 5), with a diameter as base approximately 0.1 to lOO^im and 
the microneedles that are square, polygonal or partially elliptical in cross-section having sides or 
diameters approximately 0.1 to 100|xm at base. (See Page 5 Paragraphs 0057-0059). 

In addition, as to Claim 25, Park describes that the microneedles are of sufficient 
projection to penetrate the dermis. (See Page 8 Paragraph 101). 

Moreover as to Claim 26 Park discloses that the microneedles project approximately 500 
to 5,000nm from the base. (See Page 5 Paragraphs 0057-0059). 

Similarly, as to Claims 27-30, Park describes, that the microneedles are generally cone 
shaped, (See Figure 5), with a diameter as base approximately 0.1 to l,000|im and the 
microneedles that are square, polygonal or partially elliptical in cross-section having sides or 
diameters approximately 0.1 to lOOjim at base. (See Page 5 Paragraphs 0057-0059). 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Park et al in view 
of D'Ussel. Park et al and D'Ussel describe the device as disclosed above in reference to claim 1 
and substantially as claimed. However neither Park et al nor D'Ussel explicitly disclose that the 
sugar is a maltose sugar. Applicant has not disclosed that this specific type of sugar solves any 
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stated problem or is for any particular purpose over other sugars. Therefore it appears that the 
needle would perform equally well if made of a sugar as stated by D'Ussel. Accordingly, the use 
of maltose is deemed to be an obvious design consideration which fails to patentable distinguish 

over D'UsseL 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Park et al (Pub. 
No.: US 2002/0082543 Al). Referring to claims 6, it would have been an obvious matter of 
design choice to distribute the functional substance homogeneously throughout the base and 
microneedles. Applicant has not disclosed that the specific inclusion of the second recess solves 
any stated problem that invention would perform equally well with the functional substance 
contained within the microneedle. 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Park et al (Pub. 
No.: US 2002/0082543 Al) in view of Arias et al (US 20020133129 Al). Park describes an 
applicator for applying functional substances into human skin as mentioned above in reference to 
Claim 1. Park fails to disclose microneedles with a constricted intermediate ends. 
Arias does describe microneedles with a constricted intermediate ends. (See Figure 15L). 
It would have been obvious to one of ordinary skill in the art at the time of invention by the 
applicant to modify the applicator for applying functional substances into human skin with the 
constricted intermediate end design of Arias in order to make a more breakable microneedle tip 
of the type disclosed by Arias. 

Similarly Claims 13 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Park et al (Pub. No.: US 2002/0082543 Al) in view of Arias et al (US 20020133129 Al). 
Park describes an applicator for applying functional substances into human skin as mentioned 
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above in reference to Claim 1 . Park fails to disclose microneedles with thin outer portions and 

thick inner portions adjacent the base with the outer portions remaining in the skin. 

Arias does describe microneedles with thin outer portions and thick inner portions adjacent the 

base with the outer portions remaining in the skin. (See Figure 151). 

It would have been obvious to one of ordinary skill in the art at the time of invention by the 

applicant to modify the applicator for applying functional substances into human skin with the 

varied thickness design of Arias in order to make a more separable microneedle tip of the type 

disclosed by Arias. 

Finally Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Park et al (Pub. No.: US 2002/0082543 Al) in view of Sherman et al ('281). 
Park describes an applicator for applying functional substances into human skin as mentioned 
above in reference to Claim 1. Park fails to disclose microneedles having capillary recesses in 
outer the portions, or capillary recesses extending along a central axis of said microneedles and 
are open at the outer ends of said microneedles. 

Sherman does describe microneedles with capillary recesses in outer the portions and the 
capillary recesses extending along a central axis of said microneedles and are open at the outer 
ends of said microneedles. (See 38 Figure 4), 

It would have been obvious to one of ordinary skill in the art at the time of invention by the 
applicant to modify the applicator for applying functional substances into human skin with the 
microneedles having capillary recesses in outer the portions as described by Sherman in order to 
enhance retention of the functional substances for delivery into the skin. 

Response to Arguments 
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Applicant's arguments filed 09/15/2005 have been fully considered but they are not 
persuasive. Applicant argues that the prior art reference D'Ussel does not disclose or suggest a 
needle made substantially of sugars. However D'Ussel does disclose a portion of the needle 
made of sugar and it would have been obvious to make the needle substantially of sugars. 
Furthermore when combined with the prior art reference Park, it would have been obvious to 
incorporated the sugar needle of D'Ussel with the microneedle device of Park in order to makee 
a more degradable needle. Furthermore applicant argues that the prior art references do not 
disclose that the microneedles are restricted intermediate their ends, however Arias does disclose 
restricted microneedles capable of breaking off. Applicant argues that Park fails to disclose 
microneedles that are knife-shaped or barbed, however these shapes are disclosed by Park 
(figures 5 and 3). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS fi-om the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aamer S. Ahmed whose telephone number is 571-272-5965. The 
examiner can normally be reached on Monday thru Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




A. A. 




^3SCi50L^SD.LUCC^iESI 
I^CS IS^OLOGY CB\TEa 3700 



